a2 United States Patent

Emerson

US010588890B2

US 10,588,890 B2
Mar. 17, 2020

(10) Patent No.:
45) Date of Patent:

(54) COMPOSITIONS AND METHODS TO
REGULATE HORMONAL CASCADES IN
STRESS DISORDERS

(71) Applicant: Paul G. Emerson, Bellevue, WA (US)
(72) Inventor: Paul G. Emerson, Bellevue, WA (US)

(73) Assignee: BIOMMUNITY, INC., Bellevue, WA
(US)

(*) Notice: Subject to any disclaimer, the term of this

patent is extended or adjusted under 35
U.S.C. 154(b) by 0 days.

(21) Appl. No.: 15/993,576
(22) Filed: May 30, 2018

(65) Prior Publication Data
US 2018/0344687 Al Dec. 6, 2018

Related U.S. Application Data
(60) Provisional application No. 62/512,713, filed on May

30, 2017.
(51) Int. CL

AGIK 31/353 (2006.01)

AGIK 31/381 (2006.01)

AGIK 31/198 (2006.01)

AGIP 5/00 (2006.01)

AGIP 25/28 (2006.01)

AGIP 25/00 (2006.01)

AGIP 9/12 (2006.01)

AGIP 25/30 (2006.01)

AGIP 25/02 (2006.01)
(52) US.CL

CPC ... AGIK 31/353 (2013.01); A6IK 31/198

(2013.01); A61K 31/381 (2013.01); A61P 5/00
(2018.01); A61P 9/12 (2018.01); A61P 25/00
(2018.01); A61P 25/02 (2018.01); A61P 25/28
(2018.01); A61P 25/30 (2018.01)
(58) Field of Classification Search

CPC .. A61K 31/198; A61K 31/353; A61K 31/381;
A61P 25/00

See application file for complete search history.

(56) References Cited
U.S. PATENT DOCUMENTS

6,500,965 B2  12/2002 Paracchini

2006/0257502 Al* 11/2006 Liu ...cccovvviivinne. A61K 8/673
424/682

2007/0087063 Al* 4/2007 Bland .............. A61K 31/07
424/729

2007/0292536 Al* 12/2007 Kellermann ......... A61K 31/185
424/725

2009/0292021 Al 11/2009 Picaud et al.

2012/0302942 Al 11/2012 DiPierro et al.

2013/0034537 Al* 2/2013 Gocan .................. A61K 31/352
424/115

2015/0175645 Al 6/2015 Milburn et al.

FOREIGN PATENT DOCUMENTS

EP 1854486 A2 * 11/2007 ... A61K 31/197

OTHER PUBLICATIONS

Kurosu (Ed. El-Shemy, Soybean and Health, 2011). (Year: 2011).*
Lampariello et al. (J Trad Complement Med 2012, Oct.-Dec. 2(4),
1-13). (Year: 2012).*

Busti (EBMConsult, Oct. 2015). (Year: 2015).*

EP 1854486—FEnglish translation, 2007 (Year: 2007).*

(ZRT Laboratory, 2019, https://www.zrtlab.com/images/documents/
Steroid_Hormone Cascade.pdf (Year: 2019).*

Goslin et al., Prolonged Stabilization of Amyotrophic Lateral Scle-
rosis (ALS) with a Specially Fermented Soy Product (FSWWO08):
Case Report, Journal of Nutritional Therapeutics, 2013, 2, 8-21.
Maron, Damage to Pea-Size Gland May Cause PTSD-Like Symp-
toms, Scientific America 2016.

Gocan, et al. Balancing Steroidal Hormone Cascase in Treatment
Resistant Veteran Soldiers Suffering from PTSD by a Fermented
Soy Product (FSWWO08) Improves Mental Symptoms and Immu-
nity: A Pilot Study, The Vienna Stress Relief Clinic, Vienna Austria,
Biofocus, Rechlinghausen, Germany and Institute for Medical Research
and Education, Essen, Germany. pp. 1-36.

Yehuda et al., Port-traumatic stress disorder, Nature Reviews-
Disease Primers, 2015, vol. 1, 1-22.

Desantana et al., Animal models of fibromyalgia, Arthritis Research
& Therapy, 2013, 15:222, pp. 1-13.

Goswami et al, Animal models of post-traumatic stress disorder:
face validity, Frontiers in Neuroscience, 2013, vol. 7, Article 89, pp.
1.

Bazzichi et al., Exploring the abyss of fibromyalgia biomarkers,
Clinical and Experimental Rheumatology 2010, 28 (Suppl. 63), pp.
S$125-S130.

Kang et al., Peripheral Biomarker Candidates of Posttraumatic
Stress Disorder, Experimental Neurobiology, 2015, 24 (3), pp.
186-196.

Paradkar et al, Dietary isoflavones suppress endotoxin-induced
inflammatory reaction in liver and intestine, Cancer Letters, vol.
215, Issue 1, Nov. 8, 2004, pp. 21-28 (abstract).

Wu et al,, Genistein alleviates anxiety-like behaviors in post-
traumatic stress disorder model through enhancing serotonergic
transmission in the amygdala, Psychiatry Res. Sep. 2017; 255:
287-291 (abstract).

(Continued)

Primary Examiner — Umamaheswari Ramachandran
(74) Attorney, Agent, or Firm — Kurt T. Mulville; VLP
Law Group, LLP

(57) ABSTRACT

The invention is composition and methods that restore
balance to the stress-related steroidal hormone cascade.
Upon co-administration, the compounds of the invention
restore balance to the cascade and promote or restore normal
function in patients suffering from a disorder having a
primary psychological stress component. The compositions
include a selected combination of isoflavones, alpha lipoic
acid, and L. dopamine or a precursor thereof, and are
preferably obtained from the natural sources disclosed
herein. The uses of the invention include administration of
the disclosed compositions to patients suffering from PTSD,
fibromyalgia, endometriosis, and other disorders having a
common chronic stress component.
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